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- The MAILING DATE of this communication appears on the cover sheet with the correspondence address 
Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 



- Extensions of time may be available under the provisions of 37 CFR 1.136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1.704(b). 

Status 

1 )M Responsive to communication(s) filed on 17 May 2004 . 
2a)D This action is FINAL. 2b)IE This action is non-final. 

3)D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 
closed in accordance with the practice under Ex parte Quay/e, 1935 CD. 11, 453 O.G. 213. 

Disposition of Claims 

4M Claim(s) 6,8.9.11,13.18-20 and 24 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5)D Claim(s) is/are allowed. 

QM Claim(s) 6,8.9,11,13.18-20 and 24 is/are rejected. 

7) IE Claim(s) 6 is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

Q)M The specification is objected to by the Examiner. 

10) D The drawing(s) filed on is/are: a)D accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1.85(a). 
Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 

11) D The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 

Priority under 35 U.S.C. § 119 

12) [3 Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 119(a)-(d) or (f). 
a)!E All b)D Some * c)D None of: 

1 0 Certified copies of the priority documents have been received. 

2. D Certified copies of the priority documents have been received in Application No. . 

3. M Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 



Attachment(s) 

1) H Notice of References Cited (PTO-892) 

2) d Notice of Draftsperson's Patent Drawing Review (PTO-948) 

3) El Information Disclosure Statement(s) (PTO-1449 or PTO/SB/08) 
Paper No(s)/Mail Date April 11. 2003 . 



4) C] Interview Summary (PTO-413) 

Paper No(s)/Mail Date. . 

5) □ Notice of Informal Patent Application (PTO-1 52) 

6) □ Other: . 



U.S. Patent and Trademark Office 
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DETAILED ACTION 

Election/Restrictions 

1 . Applicant's election with traverse of Group II, drawn to claim 6 and 1 1 in part, which 
claims a method of producing a bioactive peptide that contains no more than 1 bulky and 
lipophilic amino acid in a sector opposite a cationic sector in the reply filed on May 17, 2004 is 
acknowledged. Because applicant did not distinctly and specifically point out the supposed 
eiTors in the restriction requirement, the election has been treated as an election without traverse 
(MPEP § 818.03(a)). The requirement is still deemed proper and is therefore made FINAL. 
Claims 1-5, 7, 10, 12, 14-17, and 21-23 are cancelled. Claims 6, 8, 9, 11, 13, 18-20, and 24 are 
currently pending and are under examination. 

Priority 

2. Acknowledgment is made of applicant's claim for foreign priority under 35 

U.S.C. 1 19(a)-(d). The certified copy has been filed in parent Application No. 10/069,613, filed 
on February 27, 2002. The priority date is March 9, 2000. 

Information Disclosure Statement 

3. The information disclosure statement (IDS) submitted on April 11, 2003 is being 
considered by the examiner. 

Specification 

4. The disclosure is objected to because of the following informalities: There are multple 
typographical errors. 

5. Page 3, line 27 has a typographical error. The word "made" is incorrect. 

6. Page 6, line 7, the word, "maximize" is misspelled. 
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7. Page 6, line 23, the word, "my" appears to be intended to be "may". 

8. Page 26, line 13, the word, "petidomimetics" appears to be intended to be 
"peptidomimetics" . 

9. Page 26, line 19, the words, "in contact" is missing a space between the two words. 

10. Page 36, line 12, the concentration is misrepresented as "1 x 105" instead of "1 x 10 5 ". 
Appropriate correction is required. 

Claim Objections 

1 1 . The amendment filed May 17, 2004 is objected to under 35 U.S. C. 132 because it 
introduces new matter into the disclosure. 35 U.S.C. 132 states that no amendment shall 
introduce new matter into the disclosure of the invention. The added material which is not 
supported by the original disclosure is as follows: a bioactive peptide, wherein said peptide is 7 
to 25 amino acids in length, has at least 4 cationic amino acids. It was stated in the response that 
support for the amendment could be found in the paragraph bridging pages 7 and 8 of the - - 
application. Upon review of that section of the specification and original claim 6, the examiner 
finds that the scope of the claims has been altered. A peptide with at least 3 cationic amino acids 
is different than a peptide with at least 4 cationic amino acids. 

Applicant is required to cancel the new matter in the reply to this Office Action. 

12. Claim 6 is objected because of the failure to correctly provide a marked up version of the 
amended claim. Claim 6 was currently amended to have "at least 4 [3] cationic amino acids". 
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Claim Rejections - 35 USC § 112 

13. The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly claiming the 
subject matter which the applicant regards as his invention. 

14. Claims 6, 8, 9, 1 1, 13, 18-20, and 24 are rejected under 35 U.S.C. 1 12, second paragraph, 
as being incomplete for omitting essential steps, such omission amounting to a gap between the 
steps. See MPEP § 2172.01 . The omitted steps are: Claim 6 is drawn to a method of producing 
a bioactive peptide, but the claim describes a bioactive peptide without reciting steps resulting in 
production of the peptide. In claim 8, and 9, what are the metes and bounds of analogue thereof 
of a tryptophan amino acid? In claim 18, it is not clear how preventing metastasis would have 
occurred, preventing, absent a definition in the present specifiction means not having occurred 
even the first time? Claims 8, 9, 1 1, 13, 18-20, and 24 are rejected for depending on a rejected 
claim. 

1 5. The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of making 
and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the art to which it 
pertains, or with which it is most nearly connected, to make and use the same and shall set forth the best mode 
contemplated by the inventor of carrying out his invention. 

16. Claims 6, 8, 9, 1 1, 13, 18-20, and 24 are rejected under 35 U.S.C. 1 12, first paragraph, as 
failing to comply with the written description requirement. The claim(s) contains subject matter 
which was not described in the specification in such a way as to reasonably convey to one skilled 
in the relevant art that the inventor(s), at the time the application was filed, had possession of the 
claimed invention. The amended claim recites a method of producing a bioactive peptide, 
wherein said peptide is 7 to 25 amino acids in length, has at least 4 cationic amino acids and is 
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capable of forming an amphipathic a-helix. The scope of the claims has been altered. A peptide 
with at least 3 cationic amino acids is different than a peptide with at least 4 cationic amino 
acids. Applicant is referred to MPEP 2163.05 Changes to the Scope of Claims. The instant 
clams now recite limitations which were not clearly disclosed in the specification as filed, and 
now change the scope of the instant disclosure as filed. Such limitations recited in the present 
claims, which do not appear in the specification, as filed, introduce new concepts and violate the 
description requirement of the first paragraph of 35 U.S.C. 1 12. Claims 8, 9, 1 1, 13, 18-20, and 
24 are rejected for depending on a rejected claim. Applicant is required to cancel the new matter 
in the response to this Office Action. 

17. Claim 18 is rejected under 35 U.S.C. 1 12, first paragraph, because the specification, 
while being enabling for a method of treating benign or malignant tumors, does not reasonably 
provide enablement for "preventing" metastasis. The specification does not enable any person 
skilled in the art to which it pertains, or with which it is most nearly connected, to make and use 
the invention commensurate in scope with these claims. 

In In re Wands, 8 USPQ2d 1400 (Fed Cir., 1988) eight factors should be addressed in 
determining enablement. 

1. ) The nature of the invention: the invention is drawn to a method of treating benign or 
malignant tumors or preventing or reducing metastasis. 

2. ) The breadth of the claims: the claims are broad in that any tumor is said to be 
prevented from metastasizing upon administration of the disclosed peptide. 
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3.) The predictability or unpredictability of the art: there is considerable unpredictability 
in the art of treating tumor cells (see Noble and Dietrich, Trends in Neuroscience Vol. 27, No. 3, 
March 2004 pp. 148-154, particularly the concluding remarks beginning on page 151). 

4 and 5.) The amount of direction or guidance presented in the working examples does 
not invariably suggest that a complete remission of tumor cells is possible upon administration of 
the disclosed amphipathic a-helix peptide. 

6. ) There would be a large quantity of experimentation necessary to determine if the 
disclosed amphipathic a-helix peptide could "prevent" metastases. 

7. ) The state of the art has not demonstrated a peptide compound that could "prevent" or 
"cure" tumors. There is considerable heterogeneity in clinical outcomes among patients with 
different prognosis and response to treatment. The implication of such a view is that any 
strategy that is focused on singular characteristics of tumors, or relies on single-modality 
therapies, will be inherently unlikely to succeed (see Noble and Dietrich, Trends in Neuroscience 
Vol. 27, No. 3, March 2004 pp. 148-154, particularly the concluding remarks beginning on page 
151). 

8. ) In view of the discussion of each of the preceding seven factors the level of skill in the 
art is high and is at least that of a doctoral scientist with several years of experience in the ait. 

As the cited art would point to, even with a level of skill in the art which is of a doctoral 
scientist, predictability of the results is not invariable. In consideration of each of factors 1-8, it 
is apparent that there is undue experimentation because of variability in prediction of outcome 
that is not addressed by the present application disclosure, examples, teaching, and guidance 
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presented. Absent factual data to the contrary, the amount and level of experimentation needed 
is undue. 

Claim Rejections - 35 USC §102 

18. The following is a quotation of the appropriate paragraphs of 35 U.S. C. 102 that form the 
basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(e) the invention was described in (1) an application for patent, published under section 122(b), by another filed 
in the United States before the invention by the applicant for patent or (2) a patent granted on an application for 
patent by another filed in the United States before the invention by the applicant for patent, except that an 
international application filed under the treaty defined in section 35 1(a) shall have the effects for purposes of this 
subsection of an application filed in the United States only if the international application designated the United 
States and was published under Article 21(2) of such treaty in the English language. 

19. Claims 6, 8, 9, 1 1, 13, 18, 19, 20, and 24 are rejected under 35 U.S.C. 102(e) as being 
anticipated by Svenden et al. US 2003/0022821 Al (Effective filing date=August 28, 1998). 
Svenden et al. disclose modified lactoferrin peptides and a method of synthesizing the peptides 
using solid phase synthesis, which are 7 to 25 amino acids in length, with three or more cationic 
residues and which is optionally capable of forming an amphiphatic a-helix. Svenden et al also 
disclose a lactoferrin peptide that can introduce, by addition or substitution, an extra bulky and 
lipophilic amino acid (e.g. tryptophan); One bioactive peptide is the lactoferrin bovine fragment 
amino acids 17-41 which is 25 amino acids, with 8 cationic amino acids (see US 2003/0022821 
Al, paragraph 7, also Table/Figure 1, paragraph 222, example 3, paragraph 242, Table 3, 
paragraph 263, paragraph 92, claims 1-18, current application, claims 6, 8, 9, 11, 13, and 24). 
Svenden et al. disclose the use of a modified lactoferrin peptide as a medicament (see US 
2003/0022821 Al, claims 12, and 18, current application, claims 19, and 20) to treat tumors in 
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patients (see US 2003/0022821 Al, paragraph 364, example 16, claims 14, and 18, current 
application, claim 18). 

The applied reference has a common assignee with the instant application. Based upon 
the earlier effective U.S. filing date of the reference, it constitutes prior art under 35 U.S.C. 
102(e). This rejection under 35 U.S.C. 102(e) might be overcome either by a showing under 37 
CFR 1.132 that any invention disclosed but not claimed in the reference was derived from the 
inventor of this application and is thus not the invention "by another," or by an appropriate 
showing under 37 CFR 1.131. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Anand U Desai, Ph.D. whose telephone number is (571) 272- 
0947. The examiner can normally be reached on Monday - Friday 9:00 a.m. - 5:30 p.m.. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Christopher Low can be reached on (517) 272-0951. The fax phone number for the 
organization where this application or proceeding is assigned is 703-872-9306. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 





June 25, 2004 



CHRISTOPHER $. F. LOW 
SUPERVISORY PATENT EXAMINER 
TECHNOLOGY CENTER 1600 



